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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 30 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The term "continuous circumferential surface" is . 
not found in the specification. This is being considered new matter, because the 
disclosure does not show a continuous circumferential surface on the cutting tip, rather, 
it discloses a fluted surface. Therefore, the circumferential surface would be interrupted 
by the plurality of cutting flutes and would not be continuous. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1, 9, 17 and 22-23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Adams (U.S. Patent No. 6,503,263). 

Adams discloses a surgical micro-burring instrument see FIG. 2 and FIG. 4A-B) 
comprising an outer tubular member (ref. #18) having a proximal section, an 
intermediate section, a distal section, and a central lumen (ref. #36) extending from the 
proximal section to the distal section, the distal section forming a pocket (ref. #65) fluidly 
connected to the central lumen, the pocket having a bottom surface and an opposed 
upper opening; an elevator tip (ref. #68) extending distal the pocket; and an inner 
tubular (ref. #22) member rotatably received within the central lumen, a distal end of the 
inner tubular member forming a bur (ref. #1 50) positioned within the pocket. Upon final 
assembly, at least a portion of the bur is exposed relative to the outer tubular member 
via the upper opening of the pocket (functional/intended use recitation). The pocket 
terminates at a distal-most end. . The elevator tip includes an upper surface extending 
from the distal-most end of the pocket, the upper surface including a proximal region 
and a distal region, wherein at least a portion of the distal region extends from the 
proximal region in an angular fashion in longitudinal cross-section. A least a portion of 
the proximal region of the top surface of the elevator tip extends downwardly from the 
distal-most end of the pocket. The proximal region is curved in longitudinal cross- 
section. The elevator tip terminates in a distal end point, and further wherein the distal 
end point is laterally above the distal-most end of the pocket when the outer tubular 
member is oriented such that the bottom surface of the pocket is below the upper 
opening. The pocket is further terminates at a distal-most end point, and further wherein 
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upon final assembly, a distal end of the bur is longitudinally spaced from the distal-most 
end point The instrument is adapted for use in a septoplasty procedure 
(functional/intended use recitation). The elevator tip is selectively axially moveable 
relative to the bur. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

In the alternative to the 35 U.S.C. 102(b) rejection as being anticipated by Adams 
(U.S. Patent No. 6,503,263) above, claims 1 , 9, 17 and 22-23, as well as claims 2-8, 10- 
14 and 30-32, are also rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adams (U.S. Patent No. 6,503,263) in view of Marino et al. (U.S. Patent No. 6,280,447). 

Adams discloses a surgical instrument see FIG. 2 and FIG. 4A-B) comprising an 
outer tubular member (ref. #18) having a proximal section, an intermediate section, a 
distal section, and a central lumen (ref. #36) extending from the proximal section to the 
distal section, the distal section forming a pocket (ref. #65) fluidly connected to the 
central lumen, the pocket having a bottom surface and an opposed upper opening; an 
elevator tip (ref. #68) extending distal the pocket; and an inner tubular (ref. #22) 
member rotatably received within the central lumen, a distal end of the inner tubular 
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member forming a cutting tip (ref. #150) positioned within the pocket. Upon final 
assembly, at least a portion of the cutting tip is exposed relative to the outer tubular 
member via the upper opening of the pocket (functional/intended use recitation). The 
pocket terminates at a distal-most end. The elevator tip includes an upper surface 
extending from the distal-most end of the pocket, the upper surface including a proximal 
region and a distal region, wherein at least a portion of the distal region extends from 
the proximal region in an angular fashion in longitudinal cross-section. A least a portion 
of the proximal region of the top surface of the elevator tip extends downwardly from the 
distal-most end of the pocket. The proximal region is curved in longitudinal cross- 
section. The elevator tip terminates in a distal end point, and further wherein the distal 
end point is laterally above the distal-most end of the pocket when the outer tubular 
member is oriented such that the bottom surface of the pocket is below the upper 
opening. The pocket is further terminates at a distal-most end point, and further wherein 
upon final assembly, a distal end of the cutting tip is longitudinally spaced from the 
distal-most end point. The instrument is adapted for use in a septoplasty procedure 
(functional/intended use recitation). The elevator tip is selectively axially moveable 
relative to the cutting tip. 

Adams disclose the claimed invention except for specifically defining the cutting 
tip for resection as a cylindrical burr with cutting protrusions (flutes), and except for the 
following ranges and optimum values: the elevator tip distally extending at least 0.05 
inch relative to the distal-most end of the pocket, the angular extension of the distal 
region defining an included angle in the range of 10 degrees-50 degrees relative to a 
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central axis of the outer tubular member, specifically 20 degrees and 40 degrees, the 
angular extension of the proximal zone defining an included angle in the range of 100 
degrees-140 degrees relative to a central axis of the proximal portion, specifically 
approximately 120 degrees. Also, Adams fails to disclose the specific 
shape/configuration of the pocket region. 

Marino et al. disclose that a cylindrical burr with cutting protrusions can be used 
as a resection tool to resect bony tissue (see Abstract and col. 1 , lines 21-34). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to make the cutting tip Marino et al. as a cylindrical burr with cutting 
protrusions to resect bony tissue. 

Regarding claims 2-8 and 11-12, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to construct the device of 
Adams and Marino et al. with the elevator tip distally extending at least 0.05 inch 
relative to the distal-most end of the pocket, the angular extension of the distal region 
defining an included angle in the range of 10 degrees-50 degrees relative to a central 
axis of the outer tubular member, specifically 20 degrees and 40 degrees, the angular 
extension of the proximal zone defining an included angle in the range of 100 degrees- 
140 degrees relative to a central axis of the proximal portion, specifically approximately 
120 degrees, since it has been held that discovering an optimum value of a result 
effective variable involves only routine skill in the art and it has also been held that 
where the general conditions of a claim are disclosed in the prior art, discovering the 
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optimum or workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 
233. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

Regarding claims 10, 13-14 and 33, it would have been an obvious matter of 
design choice to one skilled in the art at the time the invention was made to construct 
the pocket region of Adams in view of Marino et al. in the specific shape/configuration 
claimed by Applicant, since it is one of numerous shapes or configurations a person 
ordinary skill in the art would find obvious for the purpose of providing a pocket region. 
In re Dailey and Eilers, 149 USPQ 47 (1966). 

Claims 15-16 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Adams (U.S. Patent No. 6,503,263) and Marino et al. (U.S. Patent No. 6,280,447) 
further in view of Toriumi et al. (U.S. Patent No. 6,214,009). 

Adams and Marino et al. disclose the claimed invention except for the bottom 
surface forms openings fluidly connected to an irrigation source by an irrigation tube 
extending exteriorly along the outer tubular member and fluidly connected to the 
openings. 

Toriumi discloses a bottom surface that forms openings (ref. #42) fluidly . 
connected to an irrigation source by an irrigation tube (ref. #30) extending exteriorly 
along the outer tubular member and fluidly connected to the openings to deliver 
irrigating fluid to the cutting tip (col. 3, lines 1-6). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the device of Adams and Marino et al. with a bottom 
surface that forms openings fluidly connected to an irrigation source by an irrigation 
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tube extending exteriorly along the outer tubular member and fluidly connected to the 
openings further in view of Toriumi to deliver irrigating fluid to the cutting tip. 

Claims 18-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adams (U.S. Patent No. 6,503,263) and Marino et ai. (U.S. Patent No. 6,280,447) 
further in view of Adams (U.S. Patent No. 6,312,438). 

Adams '263 in view of Marino et al. discloses the claimed invention except for an 
aspiration passage extending through the outer tubular member for aspirating cut tissue 
and the inner tubular member forms a lumen defining the aspiration passage with the 
bur forming an opening at a distal end thereof, and further wherein the opening is in 
fluid communication with the lumen of the inner tubular member. 

Adams '438 discloses an aspiration passage extending through the outer tubular 
member for aspirating cut tissue and the inner tubular member forms a lumen defining 
the aspiration passage with the bur forming an opening at a distal end thereof, and 
further wherein the opening is in fluid communication with the lumen of the inner tubular 
member (col. 3, lines 36-46) in order to define a suction passage through the inner 
member by which debris, such as tissue, blood, and saline, is aspirated. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the device of Adams '263 and Marino et al. with an 
aspiration passage extending through the outer tubular member for aspirating cut tissue 
and the inner tubular member forms a lumen defining the aspiration passage with the 
bur forming an opening at a distal end thereof, and further wherein the opening is in 
fluid communication with the lumen of the inner tubular member further in view of 
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Adams '438 in order to define a suction passage through the inner member by which 
debris, such as tissue, blood, and saline, is aspirated. 

Claims 20-21 are also rejected under 35 U.S.C. 103(a) as being unpatentable 
over Adams (U.S. Patent No. 6,503,263) and Marino et al. (U.S. Patent No. 6,280,447) 
in view of Adams (U.S. Patent No. 6,312,438). 

Adams '263 and Marino et al. discloses the claimed invention except for the 
intermediate section of the outer tubular member defining a longitudinal bend 
approximately 12 degrees relative to a central axis defined by the proximal section. 

Adams '438 discloses the intermediate section of the outer tubular member 
defining a longitudinal bend approximately 12 degrees relative to a central axis defined 
by the proximal section (col. 4, lines 65-67) in order to provide access to surgical sites 
(col. 1, lines 45-50) 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the device of Adams '263 and Marino et al. with the 
intermediate section of the outer tubular member defining a longitudinal bend 
approximately 12 degrees relative to a central axis defined by the proximal section in 
view of Adams '438 in order to provide access to surgical sites. 

Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Adams 
(U.S. Patent No. 6,503,263) and Marino et al. (U.S. Patent No. 6,280,447) further in 
view of West, Jr. (U.S. Patent No. 5,364,395). 

Adams and Marino et al. discloses the claimed invention except for an 
intermediate tubular member co-axially disposed between the inner tubular member and 
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the outer tubular member, the intermediate tubular member forming a distal window 
through which at least a portion of the bur is exposed; wherein the outer tubular 
member is slidably received over the intermediate tubular member. 

West, Jr. discloses an intermediate tubular (ref. #92) member co-axially disposed 
between the inner tubular member and the outer tubular member, the intermediate 
tubular member forming a distal window through which at least a portion of the bur is 
exposed; wherein the outer tubular member is slidably received over the intermediate 
tubular member in order to provide an electrically insulative layer (col. 9, lines 55-67). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct the device of Adams and Marino et al. with an 
intermediate tubular member co-axially disposed between the inner tubular member and 
the outer tubular member, the intermediate tubular member forming a distal window 
through which at least a portion of the bur is exposed; wherein the outer tubular 
member is slidably received over the intermediate tubular member in view of West, Jr. 
in order to provide an electrically insulative layer. 

Response to Arguments 

Applicant's arguments filed 05/30/2007 have been fully considered but they are 
not persuasive. 

Applicant argues that 1 .) the cutting tip, ref. #1 50, of Adams cannot be 
considered a "bur" because the cutting tip for resection disclosed by Adams does not 
have a continuous perimeter, and that 2.) Adams does not disclose a cutting tip capable 
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of removing hard bone or cartilage. Applicant further states that 3.) micro-resecting is 
discrete from burring, and therefore, the cutting tip, ref. # 150, of Adams cannot be 
considered a bur. 

The examiner respectfully disagrees with Applicant. First, it is noted that one of 
the definitions of a "burr" is "Any of various rotary cutting tools designed 'to be attached 
to a drill. "The American Heritage® Dictionary of the English Language, Fourth Edition. 
Houghton Mifflin Company, 2004. 30 Jul. 2007. <Dictionary.com 
http://dictionary.reference.com/browse/burr >. Thus, Applicant's assertion that a bur 
must have a continuous perimeter is not deemed persuasive, since clearly Adams 
states that the cutting tip, ref. #150, is used with a hand piece (not shown), and these 
hand pieces are also described in col. 1, lines 15-30, where Applicant states that the 
headpieces can be rotating and/or oscillating. Since it is clear that the cutting tip is 
designed to be connected to hand pieces that rotate and/or oscillate via hub, ref. #20, 
see col. 6, lines 49-51, then the cutting tip of Adams can be considered rotary cutting 
tool designed to be attached to a drill. 

Second, in response to Applicant's argument that Adams does not include certain 
features of Applicant's invention, the limitations on which the Applicant relies (i.e.; 
Adams does not disclose a cutting tip capable of removing hard bone or cartilage) are 
not stated in the claims. Therefore, it is irrelevant whether the reference includes those 
features or not. 

Third, Applicant's assertion that micro-resecting is discrete from burring is not 
persuasive. It is noted that resection is the removal of a part of a structure, tissue, or 
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organ, and the term "resecting" does not provide structure that would exclude a burr as 
being the resecting instrument. Also, for example, in evidentiary patent 6,280,447 to 
Marino et al., it is clear that a resecting tool can be called a burr, since the patent calls 
the cutting tip a "resecting burr" in col. 1, lines 25-30. The patent further details the 
resection of the facet joint via a burr. 

It is further noted that Adams discloses in col. 6, lines 55-60 that the cutting tip 
1 50 can assume a wide variety of forms , and preferably forms a series of teeth or 
cutting edges designed to engage and resect (or shave) tissue. Thus, even if Applicant 
were correct in arguing that Adams does not disclose what can be considered a burr, it 
would have been obvious to one of ordinary skill in the art to substitute the cutting tip 
1 50 of Adams with a burr to resect bony tissue (see 35 U.S.C. 103(a) rejection in the 
alternative, above). 

The rejections are deemed proper. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




